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REM.4RKS 

fatroduclorv ('o inmeRts 

withoirt prcfiuchce or disclaimer to ilie right to piirsise non-ejected, deleted, omitrcd, or cancelled 
subject rustier n\ one or suo!>. conJuusauor; or d'-vi^sonal ripnl'c;U;On>^ 

Uniesp othsePA'i.sc indicated, aH references lo paragraphs, lines. Figures, l^xaiuples. cic. 
refer lo those portions of pubiicatioii No. US 20060122106, which is the publication of tiie 
subject application. 

S.iaU3sort'^\^' arr^s 

EJ> vu-iue ol ?ho .Li^txri^ ( :a;nis pre.^eutcd herein, claims i-3, 5-12, and 14-32 are 
pending. 

Claims 7 and 1 5-2 1 were withdravvni previously, being directed to noti-elscted subject 

tnatier. 

Claims 4 and 1 3, and 3 1 were canceled previously. 
Claims 22 and 24 are hereby canceled. 

Claims 1 -3, 5, 6, 8-12, 14, and 23, 25-30, and 32 are under consideration. 

V lu ^ ■^v.^ ^ ^ii aneiidedrsfoilovvs toonuthcl*. prvVcrtuj; jti c 
recitation l-'YY or : and to recite taat the I'YY agonist is seiectea from the grout? consisting ol: 
anmo av as lo ^0 of tl c a nmo acid scquvri-e sa out m SbQ ID NO 2, airmt acids i '^o < t v 
ir^ c 1 St !u ^ vi. Svi ut ir SI Q ID "NO 2 anihio a*, ds 6 3^ of thv axiiim* i>ciG <> t u 

i^ i n it N.. D\0 2 5p pti i ^ cl l } ws 

c ( \ 1 > 1 d s^i o 1 Si ^ \ luaxptiJt^n 

\l!c. acovi "^liiiio acids o<.^ dcititd from He N K^nti iis jt ^ lu o a».Kl is set (jat n 
"M: Q iD NO ^ Ol a i*"^ "^f -5 10 Basis or ac atiicndmcntb nav be c ut a hrougiioat t a. 
!:pec[ficaiion and, fr>r example, at Example 1 (e.g., paragraphs [0050] through [0063]) and 

(;:!aims 6, and 10-12 have been aisended to oinit tlie phrase "the PYY or" to enhance 
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dexis ^i^-i^ 01 t. ^ iKj t nuil<. 1 V/ bv. U unci Ihioiighoit 1 1. sue f'^, st' { c^i i i \ j ^ 

u s •> ^^^^i vv. OvUi i^ui dcd to icu. It, iht. 5inic.s^ ^ ^ -^s- 
t iC dncndncn^ niav be ^oimd tkout,hoiu the spccificatiO'i aiic* ic cx mvit i>. ^ > ipn)'^ i L £; 
paragraptis 1 0050 1 through |0063|) and paragraph 10063 J. 

No new matter has been mtroduced by virtue of the amendments to the claims as 
reflected abo-ve. 

Claim Rejecti ons 

Applicants have carelVJiy considered the points raised in tiie outstanding Office Action 
and beheve that tlie Examiner's concerns have been addressed as described herein, thereby 
placing ihis ease into condition for ailowaiice. 

Rejection uiide r 35 ll.S.C. ^112, iirst p aragraph: New matter 

i. (^^laiTUS 22 and 24 have been rejected under 35 U.S.Cl § 1 12, llrst paragraph, as 
allegedly containing subject matter which was not described in the specification in snch a way as 
to reasonably convey to one skilled in the relevant art that the inventor{s), at the time the 
application was fiied, had possession of the claimed invention. Specifically, the Examiner 
asserts that tlie recitation in Claim 22, "wherein said active fragment comprises amino acids 22- 
36 of the amino acid sequence set out in SB,Q ID NO: 2", and the recitation in Claim 24, 
"wherein said active fragment convprises amino acids 13-36 of the amino acid sefjuence set out 
in SEQ IF.) NO: 2", each introduce new matter. 

Applicants disagree, for tiie reasons provided in Applicants' respon.ses tiled on June 1 0, 
2009j and on December 2, 200S>, at least. Nonetheless, m order to advaiice prosecution in this 
case. Applicants have canceled claims 22 and 24 as indicated above, thereby rendering moot the 
rejection. 

ii. Claims 1-3, 5, 6, 8-12, 30, and 32 have beer 'jset/.ed anv.." ^ > ^ ' 
paragraph, as allegedly containing subject mattei whicb was not des.^i.hoa m tne t-ps^ciu^ < t,on m 
such a way as to reasonably convey to one skilled m the lelevant att tliai the mvcnior(s). a; the 
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ijTic the apalication was filed, had possesion of the claiuicd snveiiuou S!K.::t..ai->, t:x 

iiUs.no dCuK 22 26 oi'the airano scquuicc »et out m SliQ ID jN1);3" iiitioJucos ii\u*oi 

Without acquiescing io the Examiner's assertions, Applicant notes thai Applicant has 
amended Claim 1 such that, for example, it now recites a Markush group of PYY agonist 
species, and no longer recites "a peptide that comprises an active fragmeni of PYY' . Applicant 
submits thai the amendments to Claim. 1 render the rejection moot. 

Rejection linder 35 U.S.C. o 1 12, first pa ragraph: Eriablement 

i. Claims 1-3, 5, 6, 8-12, 14, 22-30, and 32 have been rejected under 35 O.S.C. § 112, 
first paragraph, as being allegedly not enabled "because the specification, while being enabling 
for a method of treating, ameliorating, or protecting from an intestinal damage, comprising 
peripherally administering a phamiaceutically active formulation ofFYY or PYY(3-36) to a 

claimed invention commensurate in scope wuh the claims." Specifically, the examiner asserts 
tliat '"the specificatio.n does not provide guidance and working exanipies with respeci to 
preveniwg an intestinal daniagc by administering PYY or a PYY agonist.'' {italics in original.) 

Applicant disagrees, at least for the reasons provided in Applicant's respo.ose dated 
December 2, 2009. Without acquiescing lathe Examiner's assertions. Applicant has deleted the 
term "preventing" Ixom Claim 1, thus rendering moot the rejection. 

Rejection u nder 35 U.S.C. § 102(b) 

Claims 1, 2, 5, and 10-12 and 22-30 and 32 are rejected under 35 U.S.C. § 102(b) as 
aiiegedly being anticipated by Balasubramaniam (U.S. Patent No. 5, 604, 203). hereinaiter '203. 
Specifically. Uie Examiner echoes previous assertions that "Louis et al do not teach, by any 
means, tliat Crohn's diseases do not comprise ulceration."' 

First, .Applicanl noies thai Applicant did not characterize Louis et ai. in sisch a -nau'er; 
i.e., that the reference teaches that Crohn's diseases do not comprise ulceration. Applicant did 
explain that Louis ei ai. teaches that not all instances of Oohn's disease "necessarily'' ■ i.e., 
must - comprise ulceration, as the E.xaminer has contended. This lack of absolute certainty that 
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ali CrohiVs disease "necessarily" include idceration is fuily supported by the reference for the 
reasons put fonvard in Applicant's response dated December 2, 2009 (see, e.g.. Response dated 
December 2, 2009, page 9, second paragraph, through page 1 Q, first paragraph). This point is 
Itirther evideiieed in tlie Examiner's cited M^urch et a1. referetice ift support of the rejection of 
claim 3, discussed below, insofar as yui-ch et ai. teaches that "Patiests with inflanunatorv' bowel 
disease exhibit high celkiiar iuoiover in the gut, ofteri leading to ulceration or fistiihis (see Murch 
et ai, columfi 8, lines 4-6; italics added)." Thus, as explained previously and as taught in Louis 
et ai, the '203 reference does not atiticipate Applicant's claims on this basis alone. 

Nonetheless, as provided above, .Applicant has amended the claims sach that ihey recite a 
Markx5sh groijp of PY Y agonist species. Such species ai-e not disclosed in the '203 reference. 

Accordingly, the claim are not anticipated by the '203 reference. The rejection should 
be withdrawi. 

Rejections under 35 U.S.C. $ 103(a) 
Claim 14 

The Examiner has again rejected claim 14 under 35 U.S.C. § 103(a) as being allegedly 
unpatentable over Baiasubramaniam (U.S. Patent No. 5, 604, 203). hereinafter '203, as applied 
to claims i 2, 5. and 10-12 atid 22-32 above, and further m view of Dumont et al. 26:520-324 
( U^^>4). Spccificallv. the Examiner asserts that whereas "203 allegedly teaches a method of 
treatuig nUesuual dam-'ige comorsssng administering a pharmaceuticaily active fonniilation ^n" 
PYY or a PYY agomst to a human as applied vo claims 1. 2, 5. and 10-12 above. '203 fans to 
icach ihe n?ethod of claiui 14. comprising admrnistenng PY^'[3-36]. 'Ihe hxammcr applies 
Dumoni et al. in an attempt to cure the deficiencies of '203. arguing that "Dumont et al. teach a 
PYY agonist, PYY [3-36] that binds receptors (see Abstract)". Apphcant respectixslly traverses. 

Notwitlistanding the comnients Applicant provided to this rejection in Applicant's 
pr.^vious rs^'^ponse. sxhid' Thereby incorporate^ b> refo-enc- in /..j u-mri.-v. Apphc-iut 

^•K;in;i.s -Isai Dumont fa-i ;c 'cu< b -'uggesl an ability of a PYY or PY\ a^icniM t:cat. 

Locale njc^ .nu pscicci fron- a viu>i ph(^logicai damage oomnrisjug an i-.c =:at:on upon 
[^■.upheral aomimslrauon lo a subicci Dumont fails to leach or suggest iha( ulceration is 
"'ncccssarilv" a morphological dainage thai accompanies any intesunal bowel disorder. 
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t ' oiu u <- !i\ < >.t V '■'y x^u e(i Ap iiCcTi s claims Jumont <<J ^ c?o ^ < t o^>os u 
PYY'f3-36 1 fire agonists lor Yl and Y2 receptors, and not for the Y3 receptor class (see 
Abstxact). There is no teaching or suggestion m Oumont et ai. that Y2 or \ 1 receptor aaonism 
bv Pvy 1- J6] s r«,(,uned for apv acuv^ly '"cciteci m \ppLcc^*it\ c am s Lideco, "^)unKW tails V 

^^(.iV>^K' djiOiM'-.i'^ -y^ ^ \'^''[^ -)r>] is rCvju.rcd ior siK ^ civiis hes i 1 o'^ .s " n ^ ? 
kpf 1 vt.T/'-» dssw.ose ai, e g , paragiaph {0043] and [00b2 the.c exist av seisi ^.e^ .r.^ \ ^c^ort< ' 
subtypes. Duindnt is silent with regai'd to any potential agonism, or antagonism, of any of the 
Y4, Y5, Y6, or Y7 receptors by PY'Y[3-36], or any impact on such agonisni or aniagorasrn on 
any activity as recited in Applicant's claims. Thus, at least because Dnniont tails to teach or 
suggest which, one, or which ones, of the seven Y receptor subtypes must be agonized, or 
antagonized by PYY|3-36] in order to elicit any activity recited in Applicant's claims, there is no 
motivation to combine tlie alleged teachings of Duinont et ai. ■■■ that PY'Y[3-36] ailcgediy 
agonizes Yl and Y2 receptor subtypes - v/ith the alleged teachings of 203 in order to arrive at 
Applicant's claimed methods. Finally, it is known in the art that, tbr instfmce neuropeptide Y 
(NPY) also binds to, Yl and Y2 receptors, as does pancreatic polypeptide (E'P). Accordingly, 
Damont et al. tails to provide any motivation to select i^YY|3-36j as opposed to any other 
agonist, or antagonist, of any of the seven Y receptor subtypes, in order to arrive at Applicant's 
claims. 

Accordingly, tlie 103(a) rejection is traversed and/'or moot arid should be withdravyn. 
Claim 3 

The liixari'iiner has rejected claisn 3 under 35 U-.S-C:. § HBs'a) as being allegedly 
liupatentable over Baiasubranianiam (U.S. Paiesit No. .S, 6;)4, 203).. heseinafier ■2(;3, as applied 
to ckiiins i , 2. 5, and 10-12 and 22-32 above, and fuither in view of fvlurch et al. (l.KS. Patent 
No. 6,046,179, .4pr. 4, 2AM)). Specifically, the Examiner asserts that whereas "203 ailcgediy 
teaches a metiiod of treating intestinal damage comprising administering a phamiacsutically 
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active fomiulatioii of I^YY or 3 PYY agonist to a luiman as applied to claims i , 2, 5, and 10~i2 
above, '203 feils to teach "the intestinal damage associated with isicerative colities [sic]." The 
Exarriiner coxvliivaes, assertiiig tliai "Baiasishramaniam teaGhes that PYY can be issed to treat 
inflaiBtnatOfN' diarrhea, which includes Grohu's disease irritable bowel s>'ndroiBe (first paragraph 
of coliu-nn 7),whereas s>'niptoms of ulcerative colities [sic] and Croha's disease axe similaf attd 
are often hard to differentiate as taught by Murch et al. (column 7, last paragraph to top of 
column 8)". l^Vosn this, the ExarniTier corscludes that 'it vvoidd have beeri obvious to one having 
ordinary skiii in the art at the time the invention was made to apply the method of 
EJalastjbraminiam to treat nicerative colitis [sic] (a form of inflammatory bowel) with a 
reasonable expecttviion of success." 

Applicant disagrees. The Examiner's stated reasons for applying Mmch et al. highlight 
the logical flaw in the rejection insofar as "similai" symptoms" that one condition tl?ay 
coincidentally have with another condition camiot ■•■ and would - not be interpreted by one of 
ordinary skill (i.e., a physician) that a treatment regimen that might be appropriate tor one snch 
condition woitid be appropriate for trie second condition. To iiiustrate, one can consider, certain 
symptoms of indigestion or reflux disease, such as heartburn, nausea, sweating, and stomach 
disGomfoit, which are understood in the ail to often be interpreted, erroneously, as symptoms of 
caidiac arrest. Clearly^ tlie fact that such symptoms are often mis-associated^ and thus "hard to 
differentiate" between an indication of indigestion and in indication of cardiac arrest, does not 
suggest that an appropriate treatment regimen for indigestion would "obviously" be appropriate 
for treating cai'diac arrest, or vice versa, llnis the logical basis for tlie application of Murch et al. 
to the primar}' reference, as indicated by the Examiner's vStated basis for such application, alone 
highlights the fallaciousness of the rejection. 

Additiotially, as mentioned above, the primaiy reference (" ' 203") fails to disclose any 
of the PYY agonists recited in the claims as amended above, and fails to disclose a iTeatment of, 
amelioration of or protection from ulceration associated with an inflamtnatoiy bowel disease. 
Indeed, Murch et ai. substantiates this point, insofar as Murch et al teaches that "Patients with, 
mflatuinatoty bowel disease exhibit high celmlar turnover in the gut, f)ften leading to uiceratioR 
or fistulas (see Mtirch et al., column H, lines 4-6; italics added)." Thus, as tiU5ght in Murch et al, 
as well as in Louis et aL, inflammatoiy' bowel disease does not "necessaiily" comprise ulceration 
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as conteiKled by the lixairimer. Furthermore, Murch et al. fails to ciire aiiy of the other 
deficiencies on the '203 reference, such as any disclosure of the PYY agonist species recited in 
Applicant's claims, or any other PYY peptide for that matter, or any aiility of such agonists in 
the treatment of a^y irritable bowel disorder, miich less ulcerative colitis. 

For the reasons set forth above, at least, the combination of the alleged teacbittgs of tlie 
two references fails to result in Applicant's claims. There is no motivation to corobine such 
references with any reasonable expectation of success in arriving at Applicant's claims. The 
rejection should be withdrawn. 
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Conclusion 

lis cox5cliision, all rejections md objections oiitiined in ihe OuKsUJiiOiug Oircc 'Vcrior :':o 
in error and should be withikawn. 

Applicaiits believe that all issues rais«?d in the Office Action have been properly 
addressed in this response and in the amendments to the claims as shown m the attached i /isiitiL' 
oi'Claims. Accordingly, reconsideration and aiiowancc of tlu- amcndo J:.\'^s.^ c'-- ; v 
requested. If the Examiner feels that a telephone iiitervicw would servo lo :aci.-t<:,s.e iv-i-i.-iUKor: t,)f 
asy outstatKUng issues, the examiner is encouraged to contact Applicants' representative at the 
telephone number below. 

No additional fees are believed due for tliis submission. However, if a fee is due, tl^e 
Coinniissioner is hereby authorized to charge payment of any fees associated Witli this 
communication, to Applicant's Deposit Account No. 010535 referencing Docket No. 0402US- 
Ul'L. Addiiiorialiy, the Comffiissioi-ser is hereby auiliorized to charge paymexri or credit 
ovcjpayment of any .fees during tlie peadcBcy of this application to Applicant's Deposit .Account 
No. 010535. 

Dale: June 30. 2010 Respectfully submitted, 

AMYUN PeARMAC::EUllC:A[.S, INC. 

/Michael D. Ruse, Jr./ 

Michael D. Ruse, Jr. 
Reg. No. 55,900 

Aniylin Pharmaceuticals, Inc. 
9360 lovvne Centi-e Drive 

San Diego, California 92121 
Phone ' (858) 552-22{)() 
Facsimile (858) 552--] 93(5 
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